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STATE OF WISCONSIN
PHARMACY EXAMINING BOARD

IN THE MATTER OF RULE-MAKING : PROPOSED ORDER OF THE
PROCEEDINGS BEFORE THE :  PHARMACY EXAMINING BOARD
PHARMACY EXAMINING BOARD : ADOPTING RULES

(CLEARINGHOUSE RULE 09-098)

TO:  Senator Jim Holperin, Senate Co-Chairperson
Joint Committee for the Review of Administrative Rules
Room 409 South, State Capitol
Madison, Wisconsin 53702

PLEASE TAKE NOTICE that the PHARMACY EXAMINING BOARD is submitting in
final draft form rules relating to security systems, utilization reviews, and prescription orders
transmitted by facsimile machines.

Please stamp or sign a copy of this letter to acknowledge receipt. If you have any
questions concerning the final draft form or desire additional information, please contact Pamela

Haack at 266-0495.

Thank you.




STATE OF WISCONSIN
PHARMACY EXAMINING BOARD

IN THE MATTER OF RULE-MAKING : REPORT TO THE LEGISLATURE

PROCEEDINGS BEFORE THE : ON CLEARINGHOUSE RULE 09-098
PHARMACY EXAMINING BOARD : (s. 227.19 (3), Stats.)
I. THE PROPOSED RULE:

IL.

HI.

IVv.

The proposed rule, including the analysis and text, is attached.
REFERENCE TO APPLICABLE FORMS:

No new or revised forms are required by these rules.

FISCAL ESTIMATES:

The department estimates that this rule will require staff time in the Division of
Professional Credentialing. The total one-time salary and fringe costs are estimated at
$266. The department finds that this rule has no significant fiscal effect on the private
sector.

DETAILED STATEMENT EXPLAINING THE BASIS AND PURPOSE OF THE
PROPOSED RULE, INCLUDING HOW THE PROPOSED RULE ADVANCES
RELEVANT STATUTORY GOALS OR PURPOSES:

This proposed rule-making order clarifies that a pharmacy is required to have a centrally
monitored alarm system. The current rules permit a pharmacy to have an alarm system in
the immediate physical structure within which a pharmacy is located.

The board recognized the need to tighten security requirements so that all pharmacies,
even if they are located within a larger structure that is alarmed, would be equipped with
an alarm. The board was contacted about the barriers to providing care to long term
pharmacy care patients who receive care at home. As a result of subsequent discussion
during a board meeting, the board decided to change its controlled substances faxing rule.
The faxing change will assist small businesses in providing care to long term care
patients at home.

NOTICE OF PUBLIC HEARING:
A public hearing was held on December 2, 2009. There were no appearances at the
public hearing and no written comments were received. Eric Knox, Wisconsin

Department of Corrections, Waupun, Wisconsin, attended the hearing for information
only.
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VI.  RESPONSE TO LEGISLATIVE COUNCIL STAFF RECOMMENDATIONS:
The recommendation suggested in the Clearinghouse Report was accepted in whole.
VII. FINAL REGULATORY FLEXIBILITY ANALYSIS:

These rules will have no significant economic impact on small businesses, as defined in
s. 227.114 (1), Stats.

Phar 6.08, 7.12, 8.12 CR09-098 (Security, utilization review, faxing) Report to Leg 12-3-09
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STATE OF WISCONSIN
PHARMACY EXAMINING BOARD

IN THE MATTER OF RULE-MAKING PROPOSED ORDER OF THE
PROCEEDINGS BEFORE THE - PHARMACY EXAMINING BOARD
PHARMACY EXAMINING BOARD : ADOPTING RULES

(CLEARINGHOUSE RULE 09-098)

PROPOSED ORDER

An order of the Pharmacy Examining Board to amend Phar 6.08, 7.12 (2) (f) and 8.12 (2)
(b), relating to security systems, utilization reviews, and prescription orders transmitted
by facsimile machines.

Analysis prepared by the Department of Regulation and Licensing.

ANALYSIS
Statutes interpreted:
Sections 450.02 (3) (a), (b), (d) and (e), Stats.
Statutory authority:
Sections 15.08 (5) (b), 227.11 (2) and 450.02 (3) (a), (b), (d) and (e), Stats.
Explanation of agency authority:
The Pharmacy Examining Board has the authority under 5.450.02 (3) (d), Stats., to
promulgate rules necessary for the administration of ch. 450, Stats., and under s. 450.02
(3) (a) to (c), Stats., relating to the distribution and dispensing of drugs; establishment of
security standards for pharmacies, and establishment of minimum standards for the
practice of pharmacy.
Related statute or rule:
There are no other statutes or rules other than those listed above.

Plain language analysis:

SECTION 1 amends s. Phar 6.08 to clarify that a pharmacy is required to have a centrally
monitored alarm system. The current rules permit a pharmacy to have an alarm system in
the immediate physical structure within which a pharmacy 1s located.

SECTION 2 amends s. Phar 7.12 (2) (f) to clarify that the reference to “drug
initialization” used in the rule should read “drug utilization.”
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SECTION 3 amends s. Phar 8.12 (2) (b) to clarify that prescription orders may be
transmitted by a facsimile machine in instances in which a patient “meets the eligibility
requirements for placement in a long term care facility,” but elects to reside at home.
Under the current rules a pharmacist may not dispense a schedule II controlled substance
pursuant to a prescription order transmitted by a facsimile machine unless certain
conditions stated in s. Phar 8.12 (1) are satisfied and all the conditions set forth in s. Phar
8.12 (2) (a) to (c) are met.

Summary of, and comparison with, existing or proposed federal regulation:
There is no existing or proposed federal regulation.

Comparison with rules in adjacent states:

Ilinois:

Pharmacy Alarms, Security.

Section 1330.75 Security Requirements. a) Whenever the pharmacy (prescription area)
is not occupied by a registrant, the pharmacy (prescription area) must be secured and
inaccessible to non-licensed persons (employees and public). This may be accomplished
by measures such as walling off, locking doors, and electronic security equipment, as
approved by the Division.

Utilization Review. Not applicable. Rule corrects a drafting error.

Faxing Schedule II Controlled Substance Prescriptions.

Neither the statutes nor rules establish prima facie permission for pharmacists to dispense
schedule 1I controlled substances faxed by a practitioner on behalf of patients residing in-
home that are eligible for nursing home placement.

Towa:

Pharmacy Alarms, Security.

657—6.7(124,155A) Security. While on duty, each pharmacist shall be responsible for
the security of the prescription department, including provisions for effective control
against theft of, diversion of, or unauthorized access to prescription drugs, records for
such drugs, and patient records as provided in 657—Chapter 21.

6.7(1) Department locked. The prescription department shall be locked by key or
combination so as to prevent access when a pharmacist is not on site except as provided
in subrule 6.7(2).

6.7(2) Temporary absence of pharmacist. In the temporary absence of the pharmacist,
only the pharmacist in charge may designate persons who may be present in the
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prescription department to perform technical and nontechnical functions designated by
the pharmacist in charge. Activities identified in subrule 6.7(3) may not be performed
during such temporary absence of the pharmacist. A temporary absence is an absence of
short duration not to exceed two hours. In the absence of the pharmacist, the pharmacy
shall notify the public that the pharmacist is temporarily absent and that no prescriptions
will be dispensed until the pharmacist returns.

8.5(3) Secure barrier. The pharmacy department shall be surrounded by a physical
barrier capable of being securely locked to prevent entry when the department is closed.
A secure barrier may be constructed of other than a solid material with a continuous
surface if the openings in the material are not large enough to permit removal of items
from the pharmacy department by any means. Any material used in the construction of
the barrier shall be sufficient strength and thickness that it cannot be readily or easily
removed, penetrated, or bent. The plans and specifications of the barrier shall be
submitted to the board for approval prior to the start of construction. The board may also
require on-site inspection of the facility or pharmacy department prior to the pharmacy’s
opening or relocation. The pharmacy department shall be closed and secured in the
absence of the pharmacist except as provided in rule 657—6.7(124,155A) or 657—
7.6(124,155A). [4/4/2007)]

Utilization Review. Not applicable. Rule corrects a drafting error.

Faxing Schedule II Controlled Substance Prescriptions.

Neither the statutes nor rules establish prima facie permission for pharmacists to dispense
schedule II controlled substances faxed by a practitioner on behalf of patients residing in-
home that are eligible for nursing home placement.

Michigan:

Pharmacy Alarms, Security.

R 338.482 Housing of pharmacy.

(3) All pharmacies that occupy less than the entire area of the premises owned, leased,
used, or controlled by the licensee shall be permanently enclosed by partitions from the
floor to the ceiling. All partitions shall be of substantial construction and shall be
securely lockable so that drugs and devices that can only be sold by a pharmacist are
unobtainable during the absence of the pharmacist. Identification of this department by
the use of the words “drug,” “medicines,” or “pharmacy” or by the use of a similar term
or combination of terms shall be restricted to the area that is registered by the board. The
pharmacy department shall be locked when the pharmacist is not in the establishment.

Utilization Review. Not applicable. Rule corrects a drafting error.
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Faxing Schedule II Controlled Substance Prescriptions.

Neither the statutes nor rules establish prima facie permission for pharmacists to dispense
schedule 11 controlled substances faxed by a practitioner on behalf of patients residing in-
home that are eligible for nursing home placement.

Minnesota:

Pharmacy Alarms, Security.

6800.0700 PHARMACY, SPACE, AND SECURITY.
Subpart 1 D. The pharmacy must be surrounded by a continuous partition or wall
extending from the floor to the permanent ceiling, containing doors capable of being

securely locked to prevent entry when the pharmacy is closed.

Utilization Review. Not applicable. Rule corrects a drafting error.

Faxing Schedule II Controlled Substance Prescriptions.

Neither the statutes nor rules establish prima facie permission for pharmacists to dispense
schedule 11 controlled substances faxed by a practitioner on behalf of patients residing in-
home that are eligible for nursing home placement.

Summary of factual data and analytical methodologies:

The board recognized the need to tighten security requirements so that all pharmacies,
even if they are located within a larger structure that is alarmed, would be equipped with
an alarm. The board was contacted about the barriers to providing care to long term
pharmacy care patients who receive care at home. Asa result of a subsequent discussion
during a board meeting, the board decided to change its controlled substances faxing rule.

Analysis and supporting documents used to determine effect on small business or in
preparation of economic impact report:

Requiring all pharmacies to be alarmed may have an impact on small businesses, but its
primary impact is on chain or hospital pharmacies that are more typically inside a larger
structure. The faxing change will assist small businesses in providing care to long term
care patients at home.

Section 227.137, Stats., requires an “agency” to prepare an economic impact report
before submitting the proposed rule-making order to the Wisconsin Legislative Council.
The Department of Regulation and Licensing is not included as an “agency” in this
section.
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Anticipated costs incurred by private sector:

The department finds that this rule has no significant fiscal effect on the private sector.

Fiscal estimate:

The department estimates that this rule will require staff time in the Division of
Professional Credentialing. The total one-time salary and fringe costs are estimated at
$266.

Effect on small business:

These proposed rules were reviewed and discussed by the department’s Small Business
Review Advisory Committee which determined that the rules will have no significant
economic impact on a substantial number of small businesses, as defined in s. 227. 114
(1), Stats. The Department’s Regulatory Review Coordinator may be contacted by email
at hector.colon@wisconsin.gov, or by calling 608-266-8608.

Agency contact person:

Pamela Haack, Paralegal, Department of Regulation and Licensing, 1400 East
Washington Avenue, Room 152, P.O. Box 8935, Madison, Wisconsin 53708; telephone
608-266-0495; email at pamela.haack@wisconsin.gov.

Place where comments are to be submitted and deadline for submission:

Comments may be submitted to Pamela Haack, Paralegal, Department of Regulation and
Licensing, 1400 East Washington Avenue, Room 152, P.0O. Box 8935, Madison,
Wisconsin 53708-8935, or by email to pamela.haack@wisconsin.gov. Comments must
be received on or before December 2, 2009, to be included in the record of rule-making
proceedings.

TEXT OF RULE

SECTION 1. Phar 6.08 is amended to read:

Phar 6.08 Security. A pharmacy shall have a centrally monitored alarm system
in the pharmacy or-the-immediate-physical-structure-within-which-the-pharmaecy-is
located. A security system or plan that does not utilize a centrally monitored alarm
system may be used if reviewed by and prior approval is obtained from the board.

SECTION 2. Phar 7.12 (2) (f) is amended to read:

Phar 7.12 (2) (f) Unless the central fill pharmacy shares a common central
processing unit with the originating pharmacy, it may not perform processing functions
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such as the medication profile record review of the patient, drug initialization utilization
review, refill authorizations, interventions and drug interactions.

SECTION 3. Phar 8.12 (2) (b) is amended to read:

Phar 8.12 (2) (b) The prescription order is written for a schedule II controlled
substance for a patient who resides in a long term care facility, or who meets the
eligibility requirements for placement in a long term care facility but elects to reside at
home, and is transmitted by the practitioner or the practitioner’s agent to the dispensing
pharmacy by facsimile.

(END OF TEXT OF RULE)

The rules adopted in this order shall take effect on the first day of the month following
publication in the Wisconsin administrative register, pursuant to s. 227.22 (2) (intro.),
Stats.

Dated Agency

Chairperson
Pharmacy Examining Board

Phar 6.08, 7.12, 8.12 CR09-098 (Security, utilization review, faxing) Draft to Leg 12-3-09

Page 6



LCRC

FORM 2

LT

L L

WISCONSIN LEGISLATIVE COUNCIL
RULES CLEARINGHOUSE

Ronald Sklansky Terry C. Anderson
Clearinghouse Director Legislative Council Director
Richard Sweet Laura D. Rose
Clearinghouse Assistant Director Legislative Council Deputy Director

CLEARINGHOUSE REPORT TO AGENCY

[THIS REPORT HAS BEEN PREPARED PURSUANT TO 8. 227.15, STATS. THIS
IS A REPORT ON A RULE AS ORIGINALLY PROPOSED BY THE AGENCY; THE
REPORT MAY NOT REFLECT THE FINAL CONTENT OF THE RULE IN FINAL
DRAFT FORM AS IT WILL BE SUBMITTED TO THE LEGISLATURE. THIS
REPORT CONSTITUTES A REVIEW OF, BUT NOT APPROVAL OR DISAPPROVAL
OF, THE SUBSTANTIVE CONTENT AND TECHNICAL ACCURACY OF THE
RULE.]

CLEARINGHOUSE RULE 09-098

AN ORDER to amend Phar 6.08, 7.12 (2) (f), and 8.12 (2) (b), relating to security systems,
utilization reviews, and prescription orders transmitted by facsimile machines.

Submitted by DEPARTMENT OF REGULATION AND LICENSING

10-29-2009  RECEIVED BY LEGISLATIVE COUNCIL.
11-19-2009  REPORT SENT TO AGENCY.

RNS:MS

One Last Main Street. Suite 401 » P.O. Box 2536 » Madison. Wi 53701-2536
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Clearinghouse Rule No. 09-098
Form 2 — page 2

LEGISLATIVE COUNCIL RULES CLEARINGHOUSE REPORT

This rule has been reviewed by the Rules Clearinghouse. Based on that review, comments are
reported as noted below:

]. STATUTORY AUTHORITY [s. 227.15 (2) (a)]

Comment Attached vES [ ] NO

b2

FORM, STYLE AND PLACEMENT IN ADMINISTRATIVE CODE [s. 227.15 (2) (¢)]
Comment Attached YES D NO

3. CONFLICT WITH OR DUPLICATION OF EXISTING RULES [s. 227.15 (2) (d)]

Comment Attached YES r__] NO

4. ADEQUACY OF REFERENCES TO RELATED STATUTES, RULES AND FORMS
[s. 227.15 (2) (e)]

Comment Attached YES No []
5. CLARITY, GRAMMAR, PUNCTUATION AND USE OF PLAIN LANGUAGE [s. 227.15 (2) ()]
Comment Attached YES [] NO

6. POTENTIAL CONFLICTS WITH, AND COMPARABILITY TO, RELATED FEDERAL
REGULATIONS [s. 227.15 (2) (2)]

Comment Attached YES D NO
7. COMPLIANCE WITH PERMIT ACTION DEADLINE REQUIREMENTS [s. 227.15 (2) (h)]

Comment Attached YES D NO



RULES CLEARINGHOUSE

Ronald Skiansky Terry C. Anderson
Clearinghouse Director Legislative Council Director
Richard Sweet Laura D. Rosc
Clearinghouse Assistant Director Legistative Council Deputy Director

CLEARINGHOUSE RULE 09-098

Comments

[INOTE: All citations to “Manual” in the comments below are to the
Administrative Rules Procedures Manual, prepared by the Legislative
Reference Bureau and the Legislative Council Staff, dated September
2008.]

4. Adequacy of References to Related Statutes, Rules and Forms

It appears that the following statutes cited in the “statutes interpreted” section have no
relationship to the proposed rule changes: ss. 450.06 (2) (b), 450.09 (3), and 450.11 (1) and (2),
Stats. If they are in fact being interpreted, the agency should explain why. It appears that these
cites should be replaced with s. 450.02 (3) (a), (d), and (e), Stats., as sub. (3) appears to be both
statutory authority and the statute being interpreted.
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